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DETAILED ACTION 

Claims 13-21 are pending. 

Election/Restrictions 

Newly submitted claim 21 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

Inventions of Claims 13-20 and 21 are related as process of making and product 
made. The inventions are distinct if either or both of the following can be shown: (1) 
that the process as claimed can be used to make another and materially different 
product or (2) that the product as claimed can be made by another and materially 
different process (MPEP § 806.05(0). In the instant case the produce as claimed can 
be made by another materially different process, such as by isolating the alpha 1- 
antitrypsin from a natural source, or the alpha 1 -antitrypsin may be made by a P. 
pastoris strain other than KM71 or SMD1 168H, using other types of pre-pro sequences, 
using other pH conditions. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 21 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 



Claim Objections 
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Claim 15 is objected to because of the following informalities: the recitation of 
"secretin signal", when presumably secretion signal is intended. Applicant did not 
respond to this objection in their arguments. Appropriate correction is required. 

The following are new rejections made necessary by applicants amendments to 
the claims: 

Specification 

The amendment filed 9/19/06 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: The amendment to the 
sequence SEQ ID NO:2 improperly adds new matter. It is noted that neither the 
previous version of SEQ ID NO:2 nor the amended version are the same as that shown 
in the CRF sequence listing. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claim 9 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

The specification as originally filed does not provide support for the invention as 
now claimed: "pPIC 2 ". This a new matter rejection. The specification does not provide 
sufficient blazemarks nor direction for the instant methods encompassing the above- 
mentioned limitation, as currently recited. The instant claim now recite a limitation 
which was not clearly disclosed in the specification as-filed, and now change the scope 
of the instant disclosure as-filed. Such limitations recited in the present claims, which 
did not appear in the specification, as filed, introduce new concepts and violate the 
description requirement of the first paragraph of 35 U.S.C. 112. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 14-16, and 20 is rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Claim 14 recites the limitation "alpha 1-antitrypsin/alpha mating factor pre-pro 
fusion protein" in lines 1-2. There is insufficient antecedent basis for this limitation in the 
claim. 

Claim 15 is vague and indefinite in the recitation of "linked to a DNA sequence 
encoding Saccharomyces cerevisiae alpha mating factor pre-pro sequence such that a 
fusion protein is produced that comprises the alpha 1 -antitrypsin amino acid sequence 
linked to a Saccharomyces cerevisiae secretin signal" since it is not clear that the alpha 
mating factor pre-pro sequence is the same as the "Saccharomyces cerevisiae secretin 
signal". If they are intended to refer to the same sequence, the claim is further vague 
and indefinite since it first recites a specific sequence, and follows by reciting a broad 
genus of unspecified sequence. Therefore it is not clear what is intended by this claim. 

Claim 16 is vague and indefinite since it is unclear whether it is intended that the 
expression cassette is inserted in the genome, or separate from it, in the claimed 
method. 

Claim 20 recites the limitation "the method of claim 13 including a plasmid" in 
line 1 . There is insufficient antecedent basis for this limitation in the claim. There is no 
plasmid recited in claim 13. 

Furthermore, claim 20 is rejected as indefinite since a broad range or limitation 
together with a narrow range or limitation that falls within the broad range or limitation 
(in the same claim) is considered indefinite, since the resulting claim does not clearly 
set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and 
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Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 20 recites the broad 
recitation "the method of claim 13" , and the claim also recites "including a plasmid 
selected from the group consisting of pGAP 2 and pPIC 2 " which is the narrower 
statement of the range/limitation. 

Conclusion 

Claims 13 and 17-19 are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571) 272- 
0780. The examiner can normally be reached on 6:30 - 3:00, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 



12/11/06 




NANCY VOGEL 
PRIMARY EXAMINER 
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